


JONES PHARMA 4NCOR~ORATED 
7945 Craig Road, P.0. Box 4$9Q3* 

St. Louis, Missouri-63146 
3 14 576-6100 Fax 314 469-5743 

www.jqedpharma.com 

John Jenkins, M.D. Acting Director .: 

Division ofMetabolism and Endoctine Drug Products (HFD-510) 
Document Control Room 14%19 
Food and Drug Administration 
5600 Fishers Lane 
Ro&ville, MD 20857 

~ RE: Labeling Amendment to NDA 21-301 
Levoxyl (Levothyroxine Sodium Ta Mets, USP) - 

Dear Dr. Jenkins: 

JONES PHARMA INCORPORATED is hereby subniining a labeling amendment to our 
pending New Drug Application (NDA) for Levoxyl (Levothyroxine Sodium Tablets, 
USP) submitted July 28,200O. , 

D&t labeling is being submitted for the package insert, container labeling (30,’ 100 and 
. 1’00~ count bottles), 60x label for the- 100 and 1000 count bottles and the labeling for the 

blister packages (both commercial and physiciti’s sample conf&,u-&o~) 

This amendmerit consists of a single volume. An archival copy is being filed in.a blue 
folder and a technical review copy is bGng.filed in a red. folder. 

we look ‘forward to the approval of this NDA. Should any additional information be 
required, please do not hesitate to contact me at (3 14) 576-6100 ext. 33070. , 

Sincerely, 

JONES Pl!NRMA INcoKPoRATED 
(A wholly o\;vned-subsidiary of King.Phaxm~ceuticds, WC.) 

V 
Nancy CaTmeyer - 
Director, Regdatory main 


